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40 CFR Part 721

[OPPTS-50595; FRL3390-2j

RIN2070-AW4 ‘

Toxic &Men&iq Significant New Uee
Rules; PropoaeciAmendment. to
Expedft@ Prooeeefor Ieauing

:~tflc+~”New Use Ruk; Propaeed -

A@Nk&vimnmm tal Protection-
f%?wmA)~. - ‘
ACTICMProposed ride.

3UNMARi:Pursuanttosection 5(a)(2] of
thtioxic Su&tances Control Act
(T-), EPA is proposing an
amenc@ent to the notification.
rqumments for selected new
Chem.icrdi!(40 CFR ql.170(c)(l)) that
would authorize EPA to impose any of
the ~rOViSiOJIS in 40 ~ part .721
subpart B and other provisions not
inoluded in subpart B using expedited
rdemaking procedures to p~mulgate
“signifkaht new use” roles (SNURs) for
substances not imbject to section 5fe)
Orders. Gurently, the notification .
requimmenp in S 721.170(c)(1) limit the
typk of activities which EPA can
designate m“a signifiti new use by
expedited rulemaking without first
issuing a section 5(e) Order. This
proposed amendment would allow EPA
to promulgate expedited SNURs for
certain substances without issuing a
seclion 5[e) Order for the substance, and
thereby fadlitata EF”A’sability to”
,effiQently mid expeditiously regulate
new chemical substances.
M= -ants must be rec%ivedby
April 9,1- Ifreqoested; EPA will

~tmpd~pubifc hearihge,on the ;
..-.

2
.pm oeed ,@e @3ndments. Requ@s to

., f m e.an @ presentation must tm
- ‘re@~d.!@lpli19, ?993. -. .’-.:.,,“.

. ~ AU comments id rE@ue&e
%“sp+& *the.pilbliGhearing inust be

..: ~;sent.tw.’f13Q3Document C2mtr@ Office
‘ (T*790),;@ff@e of F@uiibkl%erlt+on
“:.”ymdToxi&@Iwironmental Pro&ction ‘-

. Agm@@y+2m; * M St; SW.*:; ‘,,’.,...

., :;.;.:Waehi&toi@ctM460; @h~-~-+.“. .,
.:.3i.?~26:~~~~:~z+;;;~j”:j?;::?z ,!’;.;. <.;:’?!<- ..-. .-

Commeqts should include the dgcket.
contxol number..The docket control
number for this amendment is OPPTS-
50594. Since some comments rgay
contain ccmfidentielbusingss
information (CBI), all comments must be
sent in triplicate (with additional
sanitized copies if CBI is involved).
Comments on this proposed rule wiIl be
placed in the rulmddn
will be available ih the ‘i%%d%%?i?
Dbcket OfEcs+RxmNEG+04 at the
above address between 8 a.ni. and X2
noon and 1 .m. and 4 p.m., Mimday
through Frilly, duding pilblic
holidays.
FORFURTHERtN&MIUt Ct3NiA~
Susan B. Hazen, Mrector,
Environmental &sistance Division (’&
799), Office of Pollution Prevention end
Toxi~ Environmental Proktion
Agency. Rm. F~543-B, 401 M St., S-W.,
Washington, DC 0460, Telephone:
(202) *1404, IDD . (202) 554+55X.
3UPPLEMEN7*%lumRuAlloM
Electronic Availability This d&ent,”
along with three othex related
documents. 0~0593, 5059% and
50596, is available as en electronic file
on TheFedemi Bu.?ktin Bonrdat 9:00
a.m. on the date of publicationin the
Federal Register. By modem dial (z(J2)
512-1387 or cd (202) 512-1530 for
disks or paper copies. This document
and the tlmie related documents are
available in Postsmipt+Wordperfbci end

SNURs requi& persons to n&fy EPA
at least 00 days before-commencing any
manukturin& importin& or processing
activities designated by the SN1.JRas”a
significant new use. The supporting
rationale end background for SNRs em
more fully set cut in the preamble to
EPA’s first SNURs issued under the
~dited ~O~OW-up Rule and
published at 55 FR 17376 on April 24,
1590. Consult that preamble for &ther
information on the objectives, rationale,
and procedures for the rules end on the
basis for significantnew use
designations.

x. Aut.kkty

Section 5(a)(2) of ~CA (15 U.S.C
.2604 (a)(2)) authorizes EPA to determine
theta useofachemicel substanc6isa
“significant new use.” EPA must make
this determination by rule after
considering @ mlevani fsct~
inckding those listed in section 5(a)(2). ““
The enumerated factmpertain to the
potential for inqeaaed manufacturing . .
end processing voh.yne, increased .

‘-exposure,and ant@at@ methods of
manu&Xore, mucedm; ckiition.

significantnew ~, section 5(a)[l)(B) of
TSCA requires persons to submit a
notice to EPA at least 90 days before
they manufacture, imp@ w process the
substance for that i.ue. ~ mechdsrn
for tiporting under this requirement is -
established under 40 CFR 721.10.

II. AppIicabiity of Gen&el PmvMone

Gem@ provisions for SNURs ax
under subpart A of 40CFRpart,721.

. These provisions describe persons
subjeot to SNUIW mcmdbpg .

requimmenw exeniptions to reportihg
requirements, end qplioebility of
SNuRstoueee =’-@l before the
effective date of a SNUR. Rules on user
free appear at.40 CFR pert 700. Persons
subject to a SNUR must oomply with the
same notice requirements end EPA
r+sgulatorypoceduree es Submitiere of
PMNs under section 5(e)(l)(A) of T8CA.,
Inpsrtimdar, these requirements .:
include the information submission
--b of section 5(d)(l) end s(%].
the exemptions author%ed by section
5(hJ(1), (2), (3]; end (5], and the :
regdations at 40 GFRpert 720. C.ke
EPA receives a SNUR notice, EPA may
tie -tory action under aactkm”
S(e), s(fj, 6, or 7 to control the activities
on which it has received the SMJR
notice. If EPA does not take action, EPA ‘
ierequimdundersectio ns(g)toexplain
inthe Federal Re@etarits ma.sonsf6k
not taking action.

Persons who intend to export a
substance identified fn a proposed or
finel SNURsreeubjectto thaexpoi&
notification provisions of TSCA section
12(b). The regulations that Merpret
section 12(b) appear et 40 CFR part 707.

III. Discussion oihqmsad Armmrtment

A. Section 5 of TSCA . ~

Section 5(a](l) of TSCA requink
submission of wzkten notice to EPA at
least 90 days before commencement of
commmcial manufacture or import ofa
“new bemical substance” !which is a
substance not listed on the TSCA
Chemical. Substenca Inventory
maintained pursuant to section 8(b)) .“
end before manufacture or promssing of
any chemical substance for en activity ~
which EPA determines, by rule,
constitutes a “significant new&m.”
Upon receipt of such a premanufacke
notice (PMN) or significant new us8.
notice [SNUN], MEPA determines that.
there is sufficient information to
evaluate the human health and. .. ...
environmental effects of the substance,
and @s.t the eubsttice may present en
unreasonaIe risk ofinjmy to health m
the.environment, or tit the substance ..”

. end ‘@spos&-&ce ~A”det&nines that .’@. b@p@xeii in’euMm&d ‘.
‘anseofachemicalmbstsnceis a. .. -... -.< .-. . qwmtities antiynay,be @c@aikA-&-” “‘

. .- ,.. ,-. ., -.
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enter the environment insubstantial facilitated by EPA’s New Chemical notification to, and titiew by, EPA for
~uantities or there may be significant or Follow-up Rule (also known es the activities which have not been
=&itantial human exoosure. then EPA “Generic ~]. rmbH on hdv 27. reviewed.

721.l&). The G&&c ~ established issuing over 260 S--under -
a generic list of standard aigniii~t new expedited follow-up procedures, EPA is
use designations end mtaMiahed that proposing an amendment to 40 CFR
EPA would generally ~xe 721.170{c)(I) that would authorim WA
substanCx@e@fic SNuRaIlafng’ - ‘“’>to deafgnate any of the pmviiona fn 40
exoedited rulemakinlzDroceduma r~vart721a ubrwrtBuainxexuedit&”

“----—–
may issue an .Order u6dar s&tion 5(e)

. . =
— 1989 [54 FR 31298:40 CFR 721.iiO ~ “ Based on exmrienca tied horn

of TS$A to prohibit or limit activities
~ti .Wiihthe Il&?tanca.

After a company commenceq
commercial manufacture or import of a

~ pMNaubstanb end submits %“noticaof
commencement tN0C3 @fmanufacmm
witbin30daya lWqtiby40m
720.102, EPA adds the substance to the
TSCA aadlicm8(%] Inventory. The

1 fibatance is then rm longer a “new
chemical su@tance; as defined by
w&on 3(a) of TSCA, the manufacture of
which -d ra@m submission of a
pMN. The mqyirements of a section 5(e)
Order apply only to the company who
Submittedthe notice, whereas a SNUR
aPP~- ‘0 :f ~=*&-ae ~d
P~
Consequently, once a substance subject
toasecSi~5(e)-kUstdati
TSCA S9cfim tt(b} kventory, Sny other
company may manufacture the
substance without being required to
notib EPA or comply with any other
ra6tdCti0SI.Sundezsection 5 of TSC&

“ -unless EPA promtdgates 8-

pursuant to section S(a)(Z) of TSCA.
Therefore, BFA has adopted a policy

that when the&MMYb-raiSed
concerns for a subataxe and has
_ that SUbetw under e section
5(e) Co-t Q&r, WA develops a
SNURConcurmtly with* consent
Order. The SNUR dehes a ai@icant
new use so 8s to require reporting to.
EPA before a manufacturer (including
importers) or procaasor undertakes
activities inconsistent with provisions
of the Consent,Order. In this manner,
the Agency will @e an opportunity to
review those activities before they occur
because, under section 5(a)tl)@) of
T=& any company wishing to
undartaka the activities designated in
the SNUR must submit a S~ to EPA
at least 90 days before doing SO.
Gdinary “notice mill comment”
,@emaking procedures to develop a
SNURrequire mom time than
development of a Consent Order.
However, the Agen~ &n promulgate
SNURausing the expedited procedures
for SNUR development at 40 CFR
721,160 or 721.170 (54 FR 31298, July
27, 1989). Using these expedited
pIWX&ES, EPA C&Igenerally
Promulgate a SNUR within a time frame
similar to that necessary to issue a
-on 5(e) Order.

B. Expansion of A’cthcitiesAvuilable for
bsignation aS SignJicont New Uses in
Expeditid Non-s(e) SNURS

EPA’s ability to promulgate SNURS
efficiently and expeditiously has been

in;ead’&the stand.&f’’notics and
comment” rulemaking. (See also the
proposad rule at 52 FR 15594, April 29,
1987.) This rule was daeign@ to, among.
other thinga, reduce the time betwaen
EPA’s com letion of the PMN review

&
Y?&Yaxp?s::&&!%wa.to
spaed Agency action on n= chamicai
SUbStSM8S and.conserve Agency
resourcas fn the TSCA section 5
p-m. Am- * pmp~.
activxies is @is amendment to expand
the types of expedited SNURa h new
chemicaI substances that EPA may
promulgate directly without first issuing
section S(e) @Lsra fkeaftm referred to
as “non-5[e] SNURS”)under 40 CFR
721.170. Whme!q a section 5(e) Order
applies only to tba original PMN
submitter wbb signs the Order, a SNUR
applies to all manufactimra end

mmsaore Ofihe chemical substance.
?he reporting requirements ofa non-
5(0) SNURapply also to the original
PMN submitter (because, without a .
aadon 5(eJ Order, the PMN submitter is
not exempted by 40 ~ ZZI.4S(i)].
Sines only one”Agency action h
required instead of twoj and fewer EPA
resourixs era nacesamy to ohin S*
regulatory results, a noti+i(e) SNUR is
mom e5cient than a combination of
section 5(e] Order and “5(e)-SNUR’”
(under 40 @It 721.160) to regubts new
chemical substances.

A non-5(e) SNUR is ~ically
appropriate for PMNs on chemical
SUbS?~COS eq)ected to be toxic but
where the PMN indicates ,tha
submitter’s intention to Iirn&activities,
implement control measures, or
otherwisa adequately mitigate h~”
exposures and environmental releases.
Activities described in such FMNs may
not present en unreasonable risk of
injury to human health or the
environment so as to iiarrant the
issuanc+ of an Order under section 5(e)
of TSCA, but deviationa fim the
deicribed activities may present en
unreasonable risk warranting tha
imposition of regulatory controls via a
section 5(e) Order. In those cases, a
non–5(e) SNUR maybe the least
burdensome regulatory alternative for
the Agency to pursue, as it will sallow
the PMN submitter to procead with
planned activities while requiring

ndernaking proc&Iures to p&m&ate *
non-5(e) SNURS$EFKmay cmmntly
use the more tie+onsuming notica
and comment mlemaking to promulgate
non-5(e) SNURScontaining any of the
significant new use designationa ‘b
subpart B. However, section 721.170(c)
currantiy limits the types of activities in
subpart .B which BPA can designate as
a significant new use by 6xpadited

ndemakin without first issuing a
fsection 5(B Order. Significant new usa

designations available for expaditti
non-5(e) SNURSam currently lirnitecUo
environmental release activities and
caitain industrial, commercial, or
consumer mtivities; However, other
important designations, such es
protection in the workplace and hazard
communication, currently may notbe
promulgated in non-5(e) SNURa via
expedited rulemaking procedures. The
absence of hazard cormnunication
previsions in current expadited non-
5(e) SNURSmay result in failure to
inform persona hdridling substances of
their potential risks and pmpqr
precautionary measurea to protect -
against such risks. l?Wthermore, a large
percentage of the new chemical
subatamxs that EPA.regulatea under
stiction 5[e) are regulated to control ~
workplacp exposures. However, worker
pmtaction activities curiently may not
be designated es significant new uses in
expedited non-5(e) SNURs. EPA ahodd
be able to select from all the possible
designations in subpart B, in order ta
respond appropriately to the unique
charaqtenstics of the various new
chemical substances which EPA reviews
under section 5 of TSCA.

EPA already has the authority to
designate hazard communication and
worker protection provisions either,by
promulgating SNURS.USingnotice and
comment ndem-”procedures or by.
issuing a s-on 5(e) Order and
pmmulgatihg an expedited “5[e)SNUR”
However, this pmpoaed amendment
would enable EPA to designate hazard
communication and worker protection
provisions by promulgating SNURs
using expedited rulemaking procedures
and without issuing a section S(e)
Order,

In addition, this proposed amehdment
would authorize EPA to pmmulgete
expedited non-5(e) SNURs with
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provisions not currently listed in —_
sybpart B. Occasional , EPA has

al’promulgated expedit S(e)-SNURiz
containing provisions not in subpart B
when nacesaary.to match the terms of

, the section t’i[e)Order, AII example ofa
non-subpart B provision that EPA
sometimes includes in a @noicsd-
speciilc ekpedited SNUR is a prcwision
that allows a speoified amount of
removal credit for a specified .waste-
watertreatroant t@mology, .stice the
star@rd provision at 40 (X’R
721.91(a)(4) does not account for wastS-
water treatment removal;

. .

Registerand the SNUR automatically”
becomss effective 80 days tim
publication uh]~ within 30 dSyS&tar
publication, EPA ~VSS written notice
that someone wishes to submit uhmrae
or criticalcomments.If RPA raCAVSS.
such a notice, EPA will wi@lravI the.
final SNLIl and propose the role in the
proposed rule section of the P*sJ
Register,establishing a 30-day
comment period. This procadupllallows
.opprtunity for public coniment baforb
a SNUR becomes effktive, without: .
unnecemdy delaying the rulemtikhtg~~

“ifno comments are-likehrto be ~~

proposed regulation. In this case, the
analysis also contains estimates for the

$rwWa:iynal atioJ’osdhyomnpant9

d

published ekewhere fn this Federal ~
WC ~- Pro- ~d amend -
“thePMN rule, the @w Volume -
Rxemption Rule; and the Polymer
Exexpption Rule. As these proposed
regulations are amendments W current
regulations, the costs and benefits are
incremental, estimating the effect of the
prow Wti tmpect to tbti current
regulat@. .-

This’nofi5(i) SNWt aniendment
SimiIarly, E?A may occasionally use aulnni~ed. “~

~ .. —-
.
.expedited procedures to prcimulgate

- would, eliminate the nee@ to diwelop a’ ‘
Pwthermo~,’sC&digg to the current “ *~5(e) ~at NW ~ ~~. ~.

non+(e) SNURa containirqfpmvisions ~ 721i170(d](2), at least 7 dSWb@fOM~‘. _8whm:~A d~-~ ..”,:, ~.
not included in subpti” B when the expiration of “thePMN revi* period,
provision isnecesmy tomatcb the

aCtiidtfes’desixib6d i@the PMF ””’.”“’ ‘
EPAmustriotifythe PMNsubmittarof ~aodfln~p~t.:- ;7 -.,: ~~

information contshied in the PMN, EPA. the AgeDcy’shuman health or.
useS expedited n.demaking to. . . ‘- anvironrnantklconcerns and the

unr6asonabler@ The inajoAndiuitry
“ ‘ “ be@t ‘k tlm’avoidance of the delaw@d.

. promulgate SNURS~th a non-subpart. activitie# under consideration for ~”

. B @ovision only w“henthe provision
cixit.sasaociat6d with negotia”

%designation as a Significant”newuse.. ~‘ ~~t ~= ~~, ~ ,
~’,:. .

“ttti
repraaants a relatively minor deviation TMSprocedure provides ample notice to .WU h ab]e to timmenca ciumnarcial. ”

. from the standard provisions in dprt the person most likely to hew art ~
B such.that EPA does not anticipate a.

manidrxhim immixliately tithe PMN
interest in providing comment (the PMN .m~6w ~ ‘nod..The subrnittair,+.ong

high likdiho@ of public interpst in submitter). Thus, the axparided “non-~ . ~~ r
commenting on the pmvisioa. Sea 54 FR 5[e) SNUR procasi p oeed herein will ~

& manti&rera aitd

31305, July 27,1989. Nevertheless, as T
ro@soraiwiUbebound bythe” :

still provide notice SD OFpOrhmitYfor ~~~ed.-
discussed below, the expdited mmmant to all pemona through *e ~~

. .

~d~ still pm+jde interested - - Federal Register and individual notice
Industry satigs &om &ia’ “’

fh?=pportunity to comment on
.amendmant due to the avdiance of “’

to the PMN submitter before-the ~ ~ ~n=nf ~m~~e notbeen , ~. .‘

. . . . . . ispublished. :. ... , “.. -fti&H , ;
C@+ied. Annual gov
era estimated to moge km *40,600 to ~~’C Oppcmtunity forConunent .’ D. Timing ofSa@”on 5“Regulotlon ‘ ‘

The eipadited titimi%rg procedxa Generally when a.PMN mibatanca ie’
for the Genaifc SNUR is Mead on EPA’s targeted for regulation under asecdon ~~
axoerianti which has demonstrated that. - 5{e) order, the statutory &day reviti
veiyikw comments on SNURS are,
submitted. (&a e.g., 52 l?ll 15596, April
29, 1987; 54 ~ 31299, July 27, 1989.]
Howewp, the process EPA fs proposing
here is not fntended to limit opportunity
for ublic comment.

& e cuhent limitations k“40’CFR
721.170(c)(1) ware contained in the
original -Proposal of the Generic SNUR
(52 ~ 15596, Apti 29, 1987), Aa ..
originally proposed, thsiGeneric SNUR
provided ior immediately effective 5al
SNIJRS.However, the final version of
tie ,L%rI@c - as deccribed below,

- “significantly changes he proposed ,
:appm# to provide a greater .

omxxtunitv.for rmblic comment’! 6.4 l%

period must be Suspend&ito Wow ‘
sufi3cient time for Order develGFmen&
review, and approval. In such cases, “the
PMN submiter may not commence
production of the substance until’thti
Order haabeenexecuted andall
.ruspensions of the review period hww
expirsd. This process normally takes 3
to 6 months. In contrast, a PMN
substance targeted for regulation under
anon-5(e) S.NURdoea net generaliy
require susptmsion of the review period
beyond the initial 90 days bece~ the
specific W’ identified in the PMN does
not prassnt an ~abla ?i& rather,
it is other potential uses of the PMN
substan& fin which the Ammcv has

$960,0&i,depending on the m+nbar of
sub@ssion9 (qmgQused W* .l#@ to
3,000 annilally). ‘.

V, Rulamaking Record - “ ‘“-”:.

EPA~&t&bli&dak cordfortbis “’.
mlemeking (docket control number
WTS+059S). The record includes
basic information considered by *e
Agemiy in developing tbis”proposed
rule. A public version of tha recmrd . .
without any confidential infiwmationis
available,in ,the TSCA Public Docket.
Office &orn 8 a.m. to 12 noon and 1 p.m.: -
to 4 p.m., Monday throqh Priday,
except lagal holidays. The TSCA Public
I?ocket Office is &EctadinRm.?@- ..”.
GO04,4!31 M St,, SW., Wa&bh@6n,DC ‘ - .“

vf. otherReg&tery Raq “
~.-, ,
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~tirnates that the cost for submitting a
$ignifi~t new use notice would be
app~tdy $4,s00 to $l1,000;
kcluding a $2300 user fee payable to
EPAto offkd EPA costs in processing
he rloti=.

~S regtdation WSSsubmitted to the
Dffica of Mana8emt and Budget
(OMB)@ tiw ss required by
Exacuti~ order 12291.

B.RegaltioryF.a”b f&Act

Under the,%gulato Fle&xil~A4ti
%ss[5 U.S.C 605(b)h EPA “

tbatthkhwdnothvea
significantimpact on a aubstautial
munberof snid businesae3. EPA has
notdetermined whether parties affeded
bythiSde would ~]y be amd
busin~ HowewM,EPA belie= that
thenum@r of small businesses affected
bythis-rule would not be substantial,
even if all@ the SNUR notice
Submittars,weresmall firms.

C.PaperWork Reduction Act

The infiwrm+ioncdection
e~t$ ti this nde have been
approvedby me 05ce of M~ent
and Budget @MB) under the provisions
ofthe Papeqvork Reduction Act, 44
U,S.C 3502 et seq., and hqve betm
assignedOMB control number 2070-
0012.

Public reporting burden for tbfs
mllection of iriformation is estimated to
vary from 30 to 170 hours per response,
with an average of 100 hours par
response, including time for reviewing
instnldions, aeemhingaisting data
sources, gatheriug and maintaining the
data neede& and completing and
reviewing the collection of infor&ition.

Sand comments regarding the burden
estimate or sny other aspect of this
dection of information, including
e- for reducing die burden, to
Chief, Information Policy Bran& PM-
223, U.S. Environmental Protection
Agenq, 401 M St, SW., Washington,
~ 2046& and to Office of Information
md Regulatory -, offiea of
-ement and Budget, Washington,
~ 20503, ~~ “Att~tion: ~k
officer for EPA.”

List of Sub-in 40 ~ Part 721

Chem&ala, Bnvironmemtal protection,
Mlzs.rdousmaterials, ReCmdkeeping
~d reporting retirements, Significant
new uses

DaiedJSDWMY19,1993.

wMsm & Rfji&r,
.%imir~s~

Therefore, 40 CP’RChapter I, part 721
is proposed to be amended as follows

PART721— [AMENDED]

1. The fmthciritycitation for part 721
would continua to read as follows:

Autheri@ 15 LL3.C 2604,2607, and
262S(C).

2. By revisfng ~ 721.170(c)(1) to read
as follovm

s=’f.~ ~~f=
~Gtndcat~@tst
hava Oo#platad w------ ‘
●

(c) : ● ●*(1)&&Adecides to
establish s@iBcant new use reporting
requirements under this section, EPA
may designate es a significant new use
any one or mom of the activities set
forth in subpart Bofthisps&as well
as activities not listed in subpart B of
‘U part. In addition, BPA may
designate specific mcmdkaeping
requirements &a@bad under subpart C
of this pert that are applicable to the
substance.
● ● ** ●

~ DOG93+75 Fiiad2-5-83; 8:45 am]
slu.swcoos~


